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Insert Active substance name
MRL application form

(SANCO 4044/2008 rev. 0)
Insert date
Insert applicant's name
Part A

Purpose of the application:

 FORMCHECKBOX 

set a specific maximum residue level(s) (changing default MRL)

 FORMCHECKBOX 

amend a maximum residue level(s)

 FORMCHECKBOX 

delete a maximum residue level(s)

 FORMCHECKBOX 

include an active substance in Annex IV


 FORMCHECKBOX 

check the impact of a new residue definition
	Evaluating Member State
	     

	Rapporteur Member State
	     


	1
	Applicant According to Regulation (EC) No. 396/2005
	

	1.1
	Application related to an authorisation under Directive 91/414/EEC (Article 6.1 and 6.2)
	 FORMCHECKBOX 


	1.2
	Parties involved, having sufficient evidence for a justified interest in health, including organisations of civil society (Article 6.2)
	 FORMCHECKBOX 


	1.3
	Parties concerned with a commercial interest such as manufacturers and producers of products which fall under Annex I of Regulation (EC) No. 396/2005 (Article 6.2)
	 FORMCHECKBOX 


	1.4
	Importers of products which fall under Annex I of Regulation (EC) No. 396/2005 (Article 6.2 and 6.4)
	 FORMCHECKBOX 


	1.5
	Member State of the European Community (Article 6.3)
	 FORMCHECKBOX 



	2
	Details Concerning Applicant
	

	2.1
	Company code (if known)
	    

	2.2
	Company/organisation/Member State
	     

	2.3
	Contact person

Title

First name

Surname
	     
     
     

	2.4
	Address

Street

Street number

Addition to street number

Town/city

Postcode

Country
	     
     
     
     
     
  

	2.5
	Telephone

Dialling code

Telephone number
	     
     

	2.6
	Telefax

Dialling code

Telephone number
	     
     

	2.7
	E-mail
	     


	3
	Information on the Plant Protection Product Used

	3.1
	Trade name for the plant protection product
	     

	3.2
	Type of formulation
	        


	4
	Active Substance for which the MRL Application is to be Submitted 

	4.1
	Active substance number
	    

	4.2
	Active substance (ISO common name)

English
	     

	4.3
	IUPAC name
	     

	4.4
	CAS no.
	     -  - 

	4.5
	Use category/categories
	              

	4.6
	Is the active substance also used in biocides?
	 FORMDROPDOWN 


	4.7
	Is the active substance also used in veterinary drugs?
	 FORMDROPDOWN 



	5
	Content of that Active Substance in the Formulation

	5.1
	Declared content of pure active substance

Unit
	     
 FORMDROPDOWN 


	5.2
	Is the active substance available as a variant (e. g. ethyl ester, sodium salt)?
	 FORMDROPDOWN 


	5.3
	Active substance variant (code)
	    

	5.4
	Active substance variant (name)
	     

	5.5
	Remarks
	     


	6
	Name and content of other active substances
(repeat data for each additional active substance)

	6.1
	Active substance number
	    

	6.2
	Active substance (ISO common name)

English
	     

	6.3
	IUPAC name
	     

	6.4
	CAS no.
	     -  - 

	6.5
	Declared content of pure active substance
	     


	7
	Residue definitions for

	

	7.1
	Active substance number
	    

	7.2
	Active substance (ISO common name)

English
	     

	7.3
	Monitoring purposes (plant)
	     

	7.4
	Risk assessment (plant)
	     

	7.5
	Monitoring purposes (animal)
	     

	7.6
	Risk assessment (animal)
	     


	8
	Product of Plant or Animal Origin
	Proposed MRL
	Current MRL

	
	Code
	Name
	
	

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:

	
	     
	     
	      FORMDROPDOWN 
 mg/kg:
	      FORMDROPDOWN 
 mg/kg:


Additional lines to be added if necessary
	9
	Enclosed Documents According to Regulation (EC) No. 396/2005
	

	9.1
	A summary of the application (Article 7.1.b.i)
	 FORMCHECKBOX 


	9.2
	The most important arguments (Article 7.1.b.ii) [applicant’s conclusions]
	 FORMCHECKBOX 


	9.3
	A list of the documentation enclosed (Article 7.1.b.iii)
	 FORMCHECKBOX 


	9.4
	A copy of Good Agricultural Practice concerning the specific intended use of the active substance (Article 7.1.b.iv) [Annex I]
	 FORMCHECKBOX 


	9.5
	A complete overview of all relevant concerns mentioned in the scientific literature available on the plant protection product and/or its residues (Article 7.1.c)
	 FORMCHECKBOX 


	9.6
	Data according to Annex II and III of Directive 91/414/EEC in the context of data requirements for setting maximum residue limits for pesticides, if applicable including toxicological data and data on routine analysis methods for use in inspection laboratories (Article 7.1.d)
	 FORMCHECKBOX 



Date


Signature

Part B (further information requested by MS to cover requirements on national procedures)

a) In addition to number 2:
· Details concerning leading company

· Details concerning authorisation holder

· Details concerning representative in the entire MS

b) Connection between application for MRL and national authorisation/approval
c) In addition to number 3:
· Further information on the plant protection product like authorisations in other MS, authorisation number in that MS
d) In addition to number 9:
· In addition other description of GAP (having the same elements as Annex I)
· Additional documentation like residue summary form
· Spraying intervals
e) Summary Form Supervised Residue Trials
f) Remarks, if necessary
Annex I (GAP Form)
	
	SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
	

	
	(Application on agricultural and horticultural crops)
	

	

	Address 1
	Date
	:
	

	Address 2
	Page
	:
	

	Address 3
	Country
	:
	

	

	Pesticide(s) (common name(s))
	:
	
	
	

	EEC, CIPAC and CCPR No(s).
	:
	
	
	

	Trade name(s)
	:
	

	Main uses e.g. insecticide, fungicide
	:
	

	Applicant
	:
	

	

	Use Pattern


	1
	2
	3
	4
	5
	6
	7
	8
	9

	Crop and / or
	F 
	Pest or
	Formulation
	Application
	Application rate per treatment
	PHI
	Remarks:

	situation
	G
	group of pests
	Type
	Conc. of
	method, kind
	growth stage
	number
	kg a.i./hl
	water l/ha
	kg a.i./ha
	(days)
	

	
	or
	controlled
	
	a.i.
	
	
	(range)
	
	
	
	
	

	
	I
	
	
	
	
	
	
	
	
	
	
	

	(a)
	(b)
	(c)
	(d - f)
	(i)
	(f - h)
	(j)
	
	
	
	
	(k)
	(l)

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	


Remarks:
(a)
In case of group of crops the Codex classification should be used


(b)
Outdoor or field use (F), glasshouse application (G) or indoor application (I)

(c)
e.g. biting and sucking insects, soil born insects, foliar fungi 


(d)
e.g. wettable powder (WP), emulsifiable concentration (EC), granule (GR)


(e)
Use CIPAC/FAO Codes where appropriate


(f)
All abbreviations used must be explained


(g)
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 


(h)
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants 


(i)
g/kg or g/l


(j)
Growth stage at last treatment


(k)
PHI = Pre-harvest interval


(l)
Remarks may include: Extent of use/economic importance/restrictions (e.g. feeding, grazing)/minimal intervals between applications
� In case the applicant asked to check the impact of a new residue definition existing (first line) and new (second line) definition should be stated in each case.
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